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DETAILED ACTION 
Claim Rejections - 35 (JSC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent.unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

2. Claims 11-13, and 15 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Bonutti (6,592,609). Bonutti discloses, at least in figure 9 and in col. 15, line 64 to 
col. 16, line 52; a tissue fixation device including a looped suture (190) suitable for in 
vivo placement in a human or animal body, first and second, biocompatible, and 
rotatable securing elements (196, 188) respectively attached to first and second 
portions (1 92, 1 94) of the suture, where the securing elements are suitable to pass 
though holes formed in human or animal tissue and rotate from a first position to a 
second position that inhibits the securing element from passing through the holes; 
where the first and second securing elements are spaced apart from a third portion of 
the suture, and where a portion of the suture is coupled to another portion by welding 
(via "ultrasonic vibratory energy"). 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

4. Claims 7-10, 42, and 43 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Merser (3,399,432) in view of Robbins (2,104,885). Merser 

discloses, at least in figures 1-8 and 11-13; the invention substantially as claimed. 

Merser discloses a tissue fixation device including first and second sutures (1, 1'), a first 

pledget (B") with first and second through holes (2'), first and second securing elements 

(3') each rotatable from a first orientation to a second orientation (see figs. 1-8, 10 and 

11), and where first and second portions of each suture are respectively connected to 

first and second securing elements. However, Merser does not disclose a second 

pledget having at least one through hole. Robbins teaches, at least in figure 4 and in 

col. 2, line, 30 to col. 3, line 2; a fixation device with first and second pledgets (17, 18) 

connected with a suture and securing elements. It would have been obvious to one 

having ordinary skill in the art, in view of Robbins, to include a second pledget with the 

fixation device of Merser. Such a pledget or backing would protect fabric or tissue from 

chafing or ripping by first and second securing elements placed in contact with the 
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second pledget, and it would prevent the securing elements from being pulled through 
the holes in the relatively more pliant fabric or tissue. Also, Merser or Merser's 
combination with Robbins does not disclose that the sutures and the second securing 
element are suitable for in vivo suturing of human or animal tissue or comprise 
biocompatible material. Nevertheless, it would have been obvious to one having 
ordinary skill in the art to form the sutures and element out of biocompatible materials, 
since the fixation device is exposed to or in contact with human and/or animal bodies 
(e.g., when the device is being used with fabrics or garments for humans and animals). 
Moreover, it would have been obvious to one having ordinary skill in the art at the time 
the invention was made to apply biocompatible materials in the fixation device, since it 
has been held to be within the general skill of a worker in the art to select a known 
material on the basis of its suitability for the intended use as a matter of obvious design 
choice. 

5. Claims 11-14, 16, 17, and 27-28 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Whaley (GB 2075829). Whaley discloses the invention substantially 
as claimed. Whaley discloses, at least in figures 1a, 1b, and 7; a tissue fixation device 
including a suture (1) and first and second securing elements (2, 3) respectively 
attached to first and second portions of the suture, where the first and second securing 
elements are spaced apart from a third portion of the suture, where a portion of the 
suture is coupled to another portion by knotting, where first and second portions of the 
suture are respectively passed through openings in the first and second securing 
elements, and where the suture is endless or forms a closed loop. However, Whaley 
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does not disclose that the suture and the first and second securing elements are 
suitable for in vivo placement in a human or animal body or are biocompatible. 
Nevertheless, it would have been obvious to one having ordinary skill in the art to form 
the suture and elements out of biocompatible materials, since the fixation device is 
exposed to or in contact with human and/or animal bodies (e.g., when the device is 
being used with upholstery for human and animal furniture). Moreover, it would have 
been obvious to one having ordinary skill in the art at the time the invention was made 
to apply biocompatible materials in the fixation device, since it has been held to be 
within the general skill of a worker in the art to select a known material on the basis of 
its suitability for the intended use as a matter of obvious design choice. 
6. Claims 11, 18, 20-24, and 26 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over La Torraca (3,900,925). La Torraca discloses the inventions 
substantially as claimed. La Torraca discloses, at least in figures 2-5, a tissue fixation 
device including a suture (22) and first and second securing elements (24) respectively 
attached to first and second portion of the suture, and a first pledget having a plurality of 
holes (27), where the suture passes through the holes, where the suture has two ends 
disposable on the same side of the pledget (see fig. 5), where the first and second 
securing elements are oriented at least substantially parallel to the holes in a first 
position (see fig. 3) and are at least substantially perpendicular to the holes in a second 
position (e.g., see fig. 5), where the first and second securing elements are generally 
cylindrical in shape or have an elongated shape, such that the long axis of a securing 
element is larger than the diameter of a hole in the pledget. However, La Torraca does 
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not disclose that the suture and the first and second securing elements are suitable for 
in vivo placement in a human or animal body or are biocompatible. Nevertheless, it 
would have been obvious to one having ordinary skill in the art to form the suture and 
elements out of biocompatible materials, since the fixation device is exposed to or in 
contact with human and/or animal bodies (e.g., when the device is being used with 
clothing fabrics for humans and animals). Moreover, it would have been obvious to one 
having ordinary skill in the art at the time the invention was made to apply biocompatible 
materials in the fixation device, since it has been held to be within the general skill of a 
worker in the art to select a known material on the basis of its suitability for the intended 
use as a matter of obvious design choice. 

7. Claims 11 and 25 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Deschenes et al. (5,671 ,507). Deschenes et al. disclose, at least in figures 1-5 
and in col. 5, lines 10-14; a tissue fixation device including a suture (e.g., 13) and first 
and second securing elements (e.g., 21, 23) respectively attached to first and second 
portion of the suture, and a deployment instrument (as disclosed in U.S. Patent No. 
5,383, 260, incorporated by reference), where the first and second securing elements 
are rotatable from a first position to a second position (see fig. 2), and where the first 
and second securing elements (43, 45) each include a sharp tip (47, 49). However, 
Deschenes does not disclose that the suture and the first and second securing 
elements are suitable for in vivo placement in a human or animal body or are 
biocompatible. Nevertheless, it would have been obvious to one having ordinary skill in 
the art to form the suture and elements out of biocompatible materials, since the fixation 
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device is exposed to or in contact with human and/or animal bodies (e.g., when the 
device is being used with fabrics or garments for humans and animals). Moreover, it 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to apply biocompatible materials in the fixation device, since it has been held 
to be within the general skill of a worker in the art to select a known material on the 
basis of its suitability for the intended use as a matter of obvious design choice. 

8. Claim 19 is rejected under 35 U.S.C. 103(a) as being unpatentable over La 
Torraca (3,900,925) in view of in view of Robbins (2,104,885). La Torraca discloses the 
invention substantially as claimed, but does not disclose a second pledget having a 
plurality of through holes. Robbins teaches, at least in figure 4 and in col. 2, line, 30 to 
col. 3, line 2; a fixation device with first and second pledgets (17, 18) connected with a 
suture and securing elements. It would have been obvious to one having ordinary skill 
in the art, in view of Robbins, to include a second pledget with the fixation device of La 
Torraca. Such a pledget or backing would protect fabric or tissue from chafing or 
ripping by, first and second securing elements placed in contact with the second pledget, 
and it would prevent the securing elements from being pulled through the holes in the 
relatively more pliant fabric or tissue. 

9. Claims 41 and 44 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Deschenes et al. (5,671,507) in view of Robbins (2,104,885). Deschenes et al. 
disclose the invention substantially as claimed. Deschenes et al. disclose, at least in 
figures 2, 3, and 5 ; a tissue fixation device including a suture (13), first and second 
second securing elements (43, 45) with sharp tips (47, 49), and a first pledget (B) with a 
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plurality of through holes {Bi and B2). However, Deschenes et al. do not disclose a 
second pledget having a plurality of through holes. Robbins teaches, at least in figure 4 
and in col. 2, line, 30 to col. 3, line 2; a fixation device with first and second pledgets 
(17, 18) connected with a suture and securing elements. It would have been obvious to 
one having ordinary skill in the art, in view of Robbins, to include a second pledget with 
the fixation device of Deschenes. Such a pledget or backing would protect fabric or 
tissue from chafing or ripping by first and second securing elements placed in contact 
with the second pledget, and it would prevent the securing elements from being pulled 
through the holes in the relatively more pliant fabric or tissue. Also, Deschenes et al. do 
not disclose that the second securing element comprises biocompatible material. 
Nevertheless, it would have been obvious to one having ordinary skill in the art to form 
the element out of biocompatible materials, since the fixation device is exposed to or in 
contact with human and/or animal bodies (e.g., when the device is being used with 
fabrics or garments for humans and animals). Moreover, it would have been obvious to 
one having ordinary skill in the art at the time the invention was made to apply 
biocompatible materials in the fixation device, since it has been held to be within the 
general skill of a worker in the art to select a known material on the basis of its suitability 
for the intended use as a matter of obvious design choice. 

Response to Amendment 
10. Applicant's arguments with respect to claims 7-28 and 41-44 have been 
considered but are not fully persuasive in view of new and restated grounds of rejection. 
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With respect to arguments regarding the rejection of claims based on the references of 
Merser, Robbins, and Desehenes: The Applicant has stated that the references do not 
disclose a pledget. The Examiner respectfully disagrees. First of all, it has been held 
that a recitation with respect to the manner in which a claimed apparatus is intended to 
be employed (in human or animal tissue in this case) does not differentiate the claimed 
apparatus from a prior art apparatus (e.g., buttons) satisfying the claimed structural 
limitations. The structure of the members or buttons in the references meets structural 
limitations of the claimed pledgets. Secondly, the members or buttons disclosed in the 
references, indeed, meet the definition of "pledget," as cited by the Applicant and when 
the term is given its broadest reasonable interpretation. That is, the members or 
buttons are "small, flat compress[es]...used to protect," where the members or buttons 
are usable to compress and protect portions of fabrics or garments. 

The Applicant has also stated that combining the teachings of Robbins with the 
disclosure of Merser, would be "detrimental" to Mercer's device and method. On the 
contrary, the device and method taught by Robbins are within the same, analogous art 
of Merser, and Robbins indeed provides motivation and teachings for modifying Merser. 
That is, Robbins demonstrates the need for a "second button" (Applicant's description) 
along with a first button, and one of ordinary skill in the art would be motivated to modify 
Merser, so that fabric or even tissue would be further protected with another "button." 

The Applicant has also argued that if a "second button" is applied with 
Deschenes's button, then a second button "would necessarily have holes" like the holes 
in Deschenes's button, and would "simply fall off' as soon as it is released from a fabric 
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or garment. On the contrary, a second button having holes like the holes of 
Deschenes's button (B1 and B2) would not result in the second button falling. The 
holes in Deschenes's button are sized to receive the "feet" of the fixation device when 
they are in rotated positions aligning the longitudinal axes of the "feet" with the axes of 
the holes. Similarly, the holes in a second button would be sized to receive the "feet" 
and allow retention of the button to fabric or tissue when the "feet" are rotated to 
positions transverse to the axes of the holes. Also, the "feet" of Deschene's fixation 
device may also have sharp tips, which would allow easy penetration of fabric or tissue. 

Conclusion 

1 1 . Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 



Application/Control Number: 10/677,633 Page 11 

Art Unit: 3773 

1 2. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Julian W. Woo whose telephone number is (571) 272- 
4707. The examiner can normally be reached Mon.-Fri., 7:00 AM to 3:00 PM Eastern 
Time, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571) 272-4696. The fax phone number for 

* 

the organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Julian W. Woo 
Primary Examiner 

January 14, 2008 



